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Art Unit: 1641 

DETAILED ACTION 

1. The amendment filed 21 November 2006 has been received. 

2. Claims 1-8 are pending. 

3. All rejections not reiterated herein below are withdrawn in view of Applicant's 
arguments. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1 and 5 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by 
Van Hoegaerden (US 5,405,784) for reasons of record. 

Van Hoegaerden discloses fluorescent latex beads having more than one 
antiligands fixed to their surface. The antiligands are specific to more than one 
substances or ligands to be sought. See column 3, lines 27-68 and column 4, lines 16-22. 
See also column 10, example 5; column 11, example 8, and claims 8 and 11. Even 
though Van Hoegaerden does not specifically state that the antiligands or the derivative 
haptens are "ligand analog protein", these designations are seen to be the same since 
the antiligand of Van Hoegaerden is defined as molecular structure capable of 
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recognizing and binding specifically to the organic, biological or medicinal substances 
to be detected. Van Hoegaerden also teaches that the beads are suitable for direct, 
indirect sandwich or competitive assays. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 2-4 and 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Van Hoegaerden in view of Chudzik et al (US 5,981,298) and The Triage Panel for 
Drugs of Abuse, Biosite Diagnostics, 1991. 

See the discussion of Van Hoegaerden above. These references differ from the 
instant invention in failing to teach conjugating morphine-3-beta-D-glucuronide or 
amphetamines to the dye particles. 

Chudzik, however, discloses reagents and method for detecting the presence of 
one to four drugs in a single sample of urine or serum such as cocaine, amphetamines, 
their derivatives and metabolites (column 3, lines 66 through column 4, line 5; and 
column 4, lines 64 through column 5, lines 5). Chudzik teaches conjugating gold sol 
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particles or dyes with drug conjugates (column 6, lines 51-65), such as morphine, 
morphine glucuronide, amphetamines, etc. (column 9, lines 21-35). 

The Triage Panel teaches that is desirable detect drugs of abuse because they 
continues to be an increasingly significant social and economic problem. Opiates, 
cocaine, THC, amphetamines as well as other tranquilizers, anti-depressants, 
barbiturates and opiate compounds can all be detected using visually read 
immunoassays. The triage Panel discloses monoclonal antibodies against the major 
metabolites of phencyclidine, amphetamines, opiates, barbiturates etc. for use in 
immunoassay and further discloses an extensive list of drugs that may be tested 
including morphine-3-p-glucuronide. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the affinity reagents taught by Van Hoegaerden 
to include ligand analog such as morphine glucuronide and amphetamine since 
Chudzik and The Triage Panel teach that such conjugates are well known in the art. A 
skilled artisan would have had a reasonable expectation of success in replacing the 
derivative hapten taught by Van Hoegaerden with the ligand analog of morphine or 
amphetamine as taught by Chudzik and The Triage Panel because such a change is a 
mere alternative and functionally equivalent conjugation technique. 

Even though these references do not specifically teach that the particulate dye is 
conjugated with 3, 4 or 5 different ligand analogs, such a reagent is obvious in view of 
the teachings of Van Hoegaerden, Chudzik and The Triage Panel. Each of these 
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references recognize the needs for detecting more than one analytes in the same sample 
and provide reagents and means for doing so. 

Response to Arguments 
8. Applicant's arguments filed 21 November 2006 have been fully considered but they 
are not persuasive. 

Applicant argues that Van Hoegaerden does not teach ligand analog protein 
instead, Van Hoegaerden teaches fluorescent beads that binds directly to the substances 
to be detected which is in sharp contrast to the method of Applicant's claimed invention 
where the particular dye includes ligand analog protein complexes and further includes 
ligand receptors capable of binding either to the ligand of interest or the ligand analog 
protein complexes on the particulate dye. 

These arguments have been fully considered but are not persuasive. The instant 
invention is drawn to a particle having absorbed thereon, at least two different ligand 
analog proteins. The ligand analog proteins bind with receptors that are also specific 
for first and second ligands. 

Since "ligand analog" is not specifically defined in the specification, an art 
accepted definition was used. Specifically, "analog" is defined by the American 
Heritage Dictionary as "something that bears an analogy to something else; or a 
structural derivative of a parent compound". Additionally, neither the claims or the 



Application/ Control Number: 10/695,297 Page 6 

Art Unit: 1641 

specification specifically defined "ligand analog protein complexes" therefore, this 
"complex" is seen as the ligand analog protein itself. 

Using this definite, Van Hoegaerden discloses the same particle. Van 
Hoegaerden teaches fluorescent beads coated with a derivative of the hapten aflatoxin- 
poly-L-lysine (column 10, lines 28-36) for use in a competitive assay. As stated previous 
and agreed by Applicant, Van Hoegaerden discloses beads with at least two different 
ligands immobilized thereon. Clearly, "a derivative of the hapten aflatoxin-poly-L- 
lysine" meets the definition of a "ligand analog protein". Even though Van 
Hoegaerden did not choose to call the hapten a "ligand analog protein", one can clearly 
see that they are one and the same. 

The argument that Van Hoegaerden does not teach particulate dye having ligand 
analog protein complexes and ligand receptors capable of binding either to the ligand of 
interest or the ligand analog protein complexes on the particulate dye is not persuasive. 

The claims do not recite a particular dye having a ligand analogue protein and a 
ligand receptor for said protein. 

The argument that the method taught by Van Hoegaerden is not the same with 
those of the instant invention is not persuasive. The claims are directed to a particle and 
not a method, therefore, it is irrelevant how the particle is used. Even if one were to 
give weight to the method, the instant ligand analog proteins are recited as binding to 
receptors for the first and second ligands, which is the same as the hapten taught by Van 
Hoegaerden. 
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Applicant argues that because the independent claim is shown not to be 
anticipated by Van Hoegaerden, dependent claims 2-4 and 6-8 are allowable for the 
reason that these claims depend on allowable independent Claim 1 and because these 
claims recite additional features that further define the present invention. 

This argument is not persuasive. Van Hoegaerden anticipates the instant claim 1 
and is therefore not allowable. 

Even though Van Hoegaerden and the Triage Panel as well as Chudzik do not 
specifically teach that the particulate dye is conjugated with 3, 4 or 5 different ligand 
analogs, such a reagent is obvious in view of the teachings of Van Hoegaerden, Chudzik 
and The Triage Panel. Specifically, Van Hoegaerden teaches that the beads have one or 
more ligand, antiligand or ligand analog absorbed thereon. Clearly, this disclosure 
encompasses beads having 3, 4 or 5 different species absorbed thereon. Furthermore, 
each of these references recognize the needs for detecting more than one analytes in the 
same sample and provide reagents and means for doing so, therefore the instant 
particles are obvious over teachings of Van Hoegaerden, Chudzik and The Triage Panel. 

Conclusion 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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